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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address- 

All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308. 

1 . This communication is responsive to 1/16/08 . 

2. The allowed claim(s) is/are 1,28-31,33-40,42-47,49-51,53 and 54 . 

3. ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a) ^All b)DSome* c) □ None of the: 

1. □ Certified copies of the priority documents have been received. 

2. ^ Certified copies of the priority documents have been received in Application No. 09/311.679 . 

3. □ Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 
* Certified copies not received: . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
noted below. Failure to timely comply will result in ABANDONMENT of this application. 
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

4. □ A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 

INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient. 

5. □ CORRECTED DRAWINGS ( as "replacement sheets") must be submitted. 

(a) □ including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached 

1 ) □ hereto or 2) □ to Paper No./Mail Date . 

(b) □ including changes required by the attached Examiner's Amendment / Comment or in the Office action of 

Paper No./Mail Date . 

Identifying indicia such as the application number (see 37 CFR 1. 84(c)) should be written on the drawings in the front (not the back) of 
each sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d). 

6. □ DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the 

attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 



Attachment(s) 

1 . □ Notice of References Cited (PTO-892) 

2. □ Notice of Draftperson's Patent Drawing Review (PTO-948) 

3. S Information Disclosure Statements (PTO/SB/08), 

Paper No./Mail Date 2/7/08 

4. □ Examiner's Comment Regarding Requirement for Deposit 

of Biological Material 



5. □ Notice of Informal Patent Application 

6. □ Interview Summary (PTO-413), 

Paper No./Mail Date . 

7. ^ Examiner's Amendment/Comment 

8. □ Examiner's Statement of Reasons for Allowance 

9. □ Other . 



/Stacy B. Chen/ 

Primary Examiner, Art Unit 1648 
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EXAMINER'S AMENDMENT 

1 . An examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to applicant, an amendment may be filed as provided by 37 CFR 
1.312. To ensure consideration of such an amendment, it MUST be submitted no later than the 
payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with 
John McDonald on March 31, 2008. 

The application has been amended as follows: 

IN THE SPECIFICATION : 

Page 1, lines 5-7, delete the existing title and replace with the following: 
--MODIFIED IMMUNODEFICIENCY VIRUS PARTICLES- 

Page 1, lines 10-16, delete the existing paragraph and replace with the following: 
- This application is a continuation-in-part of U.S. non-provisional patent application 
serial number 10/31 1,679 filed December 18, 2002, now abandoned, which is a US national 
phase from PCT patent application number PCT/IB0 1/0 1099 filed June 21, 2001, which claims 
the benefit of Australian patent application PQ8469 filed June 29, 2000 and PCT patent 
application number PCT/AU00/01603 filed December 28, 2000. The present application also 
claims the benefit of U.S. provisional patent application serial number 60/390,066 filed June 20, 
2002.- 
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IN THE CLAIMS : 

Claims 2 and 41 have been cancelled. 

Claims 1, 28, 29, 36, 42, 43, 44, 53 and 54 have been amended as set forth in the attached 
claim listing. 

Examiner's Comment 

2. The title was amended to more accurately reflect the claimed invention. The first 
paragraph of the specification on page 1 was amended to update the status of parent application 
10/31 1,679, now abandoned. Claims 1, 42, 43, 53 and 54 were amended to clarify the process 
steps. Claim 41 was cancelled for redundancy with respect to claim 1 . Accordingly, claim 42 
was amended to be dependent from claim 1 . Claim 44 was amended to correct claim 
dependency. Claims 1, 36, 53 and 54 were amended to clarify that the viral particle is 
immunodeficiency virus or SIV, respectively. Accordingly, claim 2 was cancelled for 
redundancy with respect to claim 1 . 

The rejection of claims 1, 2, 28-31 and 33-54 under 35 U.S.C. 102(b) as being anticipated 
by, or rendered obvious under 35 U.S.C. 103(a) by Barrett et al. (US 6,136,321) is withdrawn in 
view of the evidence in the declaration of Dr. Moiz Kitabwalla filed January 16, 2008. The 
declaration presents experimental evidence that shows that particles produced by Barrett's 
method are structurally distinct from those produced by the instant method. 
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Conclusion 

3. Claims 1, 28-31, 33-40, 42-47, 49-51, 53 and 54 are allowable. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Stacy B. Chen whose telephone number is 571-272-0896. The 
examiner can normally be reached on M-F (7:00-4:30). If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Bruce Campell can be reached on 571- 
272-0974. The fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

/Stacy B Chen/ 

Primary Examiner, Art Unit 1648 
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Complete Claim Listing with Examiner's Amendment 

1 . (Currently amended) A modified viral particle comprising at least a partially delipidated 
viral particle, wherein the partially delipidated viral particle is immunodeficiency virus and 
wherein the partially delipidated viral particle: 

initiates a positive immune response in an animal or human; 

comprises at least one exposed epitope not usually presented to an immune system of the 
animal or the human by a non-delipidated viral particle; and 

wherein the partially delipidated viral particle is obtained by a process consisting 
essentially of treating a lipid-containing viral particle with an organic solvent that is not a 
detergent or a surfactant. 

2-27. (Cancelled) 

28. (Currently amended) The modified viral particle of claim [[2]] 1, wherein the 
immunodeficiency virus is SIV or FIV. 

29. (Currently amended) The modified viral particle of claim [[2]] 1_, wherein the 
immunodeficiency virus is HIV. 

30. (Previously presented) The modified viral particle of claim 29, wherein the HIV is HIV- 
1 or HIV-2. 

3 1 . (Previously presented) The modified viral particle of claim 1 , wherein the at least one 
exposed epitope is a gag, p6 gag, gp66, gp41, p27, or env epitope. 

32. (Cancelled) 

33 . (Previously presented) The modified viral particle of claim 1 , wherein the modified viral 
particle has a lower lipid content in a viral envelope as compared to the non-delipidated particle. 
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34. (Previously presented) The modified viral particle of claim 1, wherein one or more 
protein on, in, or near the surface of the partially delipidated viral particle is conformationally 
changed as compared to one or more proteins on, in, or near the surface of the non-delipidated 
viral particle. 

35. (Previously presented) The modified viral particle of claim 1, wherein an antigenic core 
of the modified viral particle remains intact as compared to the non-delipidated viral particle. 

36. (Currently amended) The modified viral particle of claim [[1]] 28, wherein the 
immunodeficiency virus is SIV and the modified viral particle retains over 90% of major protein 
constituents compared to the non-delipidated viral particle. 

37. (Previously presented) The modified viral particle of claim 36, wherein the major protein 
constituents of the modified viral particle comprise gag or env proteins. 

38. (Previously presented) The modified viral particle of claim 1 , wherein the modified viral 
particle retains at least one immunoreactive protein. 

39. (Previously presented) The modified viral particle of claim 38, wherein the at least one 
immunoreactive protein is selected from the group consisting of p24, gp41 and gpl20. 

40. (Previously presented) The modified viral particle of claim 39, wherein the modified 
viral particle comprises at least one exposed patient specific antigen that was not exposed in the 
non-delipidated viral particle. 

41. (Cancelled) 



42. (Currently amended) The modified viral particle of claim [[4]] 1 , wherein the treating of 
a lipid-containing viral particle with an organic solvent that is not a detergent or a surfactant 



comprises the dclipidation process comprises : 
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contacting the lipid-containing viral particle in a fluid with a solvent consisting 
essentially of [[with]] the organic solvent that is not the detergent or the surfactant and is 
capable of extracting lipid from the lipid-containing viral particle; 

mixing the fluid and the organic solvent for a time sufficient to extract lipid from the 
lipid-containing viral particle; 

permitting organic and aqueous phases to separate; and, 

collecting the aqueous phase containing the modified viral particle with reduced lipid 
content wherein the modified viral particle with reduced lipid content is capable of 
provoking a positive immune response when administered to the animal or the human. 

43. (Previously presented) The modified viral particle of claim 42, wherein the treating of a 
lipid-containing viral particle with an organic solvent that is not a detergent or a surfactant 
further comprises th e d e lipidation process further compris e s : 

contacting the aqueous phase with a de-emulsifying agent capable of removing the 
organic solvent; and, 

separating the de-emulsifying agent and the removed organic solvent from the contacted 
aqueous phase. 

44. (Currently amended) The modified viral particle of claim [[44]] 42, wherein the organic 
solvent is an alcohol, an ether, an amine, a hydrocarbon, an ester, or a combination thereof. 

45. (Previously presented) The modified viral particle of claim 44, wherein the ether is C4 to 
C8 ether and the alcohol is a CI to C8 alcohol. 

46. (Previously presented) The modified viral particle of claim 43, wherein the de- 
emulsifying agent is an ether. 

47. (Previously presented) The modified viral particle of claim 1, further comprising a 
pharmaceutically acceptable carrier. 
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48. (Cancelled) 

49. (Previously presented) The modified viral particle of claim 1, wherein the at least one 
exposed epitope is an envelope protein epitope. 

50. (Previously presented) The modified viral particle of claim 1 , wherein the modified viral 
particle has a lower lipid content in a viral envelope than the lipid content in an envelope of the 
non-delipidated viral particle. 

5 1 . (Previously presented) The modified viral particle of claim 1 , wherein the partially 
delipidated viral particle has an infectivity reduced by no more than 2.5 log units as compared to 
the non-delipidated viral particle. 

52. (Cancelled) 

53. (Currently amended) A modified viral particle comprising at least a partially delipidated 
viral particle, wherein the partially delipidated viral particle is immunodeficiency virus and 
whoroin the partially delipidated viral particle: 

initiates a positive immune response in an animal or a human; 

comprises at least one exposed epitope not usually presented to an immune system of the 
animal or the human by a non-delipidated viral particle, wherein the modified viral 
particle comprises at least one immunoreactive protein selected from a group consisting 
of p24, gp41 and gpl20; and 

is obtained by a process consisting essentially of t reating a lipid-containing viral particle 
with an organic solvent that is not a detergent or a surfactant. 

54. (Currently amended) A modified viral particle comprising at least a partially delipidated 
viral particle, wherein the partially delipidated viral particle is immunodeficiency virus and 
whoroin the partially delipidated viral particle: 



initiates a positive immune response in an animal or a human; 
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comprises an envelope, wherein the envelope comprises no extrinsic detergent or 
surfactant molecules; and, 

comprises at least one exposed epitope not usually presented to an immune system of the 
animal or the human by a non-delipidated viral particle, wherein the modified viral 
particle is SIV and retains over 90% of major protein constituents compared to the non- 
delipidated viral particle and the major protein constituents of the modified viral particle 
comprise gag or env proteins; 

wherein the partially delipidated viral particle is obtained by a process consisting 
essentially of treating a lipid-containing viral particle with an organic solvent that is not a 
detergent or a surfactant. 



